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1. UME HA JIEKAPCTBEHMUWA ITPOAYKT

Amoxkcuknas ES 600 mg/42,9 mg/5 ml npax 3a nepopajiHa CyCrieH3us
Amoksiklav ES 600 mg/42.9 mg/5 ml powder for oral suspension

2. KAYECTBEH U KOJIMYECTBEH CbhCTAB

Cnen npurorBsHe, Bcekd ml cycrniensus (cpborBeTcTBallo Ha 0,3 g npax) cpabpxka 120 mg
aMOKCHILIMJIMH (KaTO aMOKCHLIMJIMH TpUXuapart) U 8,58 mg kinaByaHoOBa KMCEIHMHA (KaTO KaJIWEB
KJIaBYJIAHAT).

Cnen npuroTBsiHe, Bcekd 5 ml cycneHsus cbabpxka 600 mg aMOKCHLIMIIUH (KaTO aMOKCHLIMJIUH
Tpyuxyapar) 4 42,9 mg KiaByjiaHOBa KMCEJIMHA (KaTO KaJIMEB KJIaByJlaHAT).

[ToMouiHO(H) BewecTBO(a) ¢ U3BECTHO JIENCTBUE
Cnen npurorBsHe, Bcekd ml cycnensus (crorBercrBaiua Ha 0,3 g npax) cbabspxka 0,0034 mg
0eH3u10B ayikoXxoJ1, no-Majko ot 0,0008 mg eranon u no-manko ot 0,0000034 mg cyndwur.

3a MbJIHUA CIMTUCBHK HA MOMOIIHUTE BEllleCTBa BHXKTE To4Ka 6.1.

3. JIEKAPCTBEHA ®OPMA

[Ipax 3a nepopajiHa CycrieH3Us
bsin no 6n1en0XBAT npax.

4. KJIMHUYHU JAHHU

4.1 TepaneBTHYHH NOKA3aHHHA

AMokcHkiaB ES e nokaszaH 3a ieyeHue Ha clieAHUTE MH(EKLIMM MTPH [ela Ha Bb3pacT Haru-MaJiko 3
Mecella U C TeJIECHO TerJ1o no-mMaiko ot 40 kg, KOMTO ca MpUYUHEHH WK Ce CUMTA, Y€ € Bb3MOXKHO J1a

ca MPUYMHEHH OT NEHULMJIMH-PE3UCTEHTHHU Streptococcus pneumoniae (BX. Touku 4.2, 4.4 u 5.1):

® OCTbpP OTHT Ha CPEAHOTO YXO
® [IHEeBMOHMS, MpUA0OHUTA B OOIIIECTBOTO

HeoOxoauMo € aa ce B3emar 1o BHUMaHHe O(pULMAIIHUTE MECTHH PbKOBOJCTBA 3a NPaBHJIHA
ynorpeba Ha aHTUOAKTepHAJTHUTE CPECTBA.

4.2 [lo3upoBKa H HAYHH HA NPHJIOKEHHE
Jlo3upoBka

,HO?:HTE Cd H3PA3CHH I10-HAJ0J1Y KaTO CbAbPKAHHE 001110 Ha HMOKCHHHJ]HH/KHHByHaHOBa KHCCJIMHA,
OCBECH KOraTo 1034aTa C€ OTHAcCA 34 CAMHHUA OT KOMIIOHCHTHTEC.




Ho3ara AMokcHkiaB ES, KoATO ce npenopbysa 3a JieUeHUe Npu elHa HHpexuus, Tpadea ga ce
YCTaHOBM, K4TO Ce B3eMar IpeJBH;

® OYaKBAaHWTE MAaTOTeHH U BEPOATHATA UM YYBCTBUTETHOCT KbM aHTHOAKTEPHUAIIHM CpelcTBa (BXK.
TouKa 4.4)

® TEXECTTAa H MACTOTO Ha HHGEKLHATA

® BB3paCTTa, TErNOTO H OBLOpeyHaTa PyHKLHA Ha NMAllHEHTa, KAKTO € YKa3aHO Mo-A0My.

JIeueHueTo He TpsaOBa Aa nNpoawDKasa nmoeede oT 14 auu 6e3 noBTopeH nperiea (OTHOCHO
NMpOABJDKATEIHA TepalHs BxkK. Touka 4.4).

BoapacTtHu M feua > 40 kg
Hsama onuT ¢ NpuNokeHueTo Ha AMOKCHKIaB ES npu Bb3pacTHH M feua > 40 kg » nopanu tasu
NPHYHHA HE MOXE J]a ce Mpernopbya AO3HpaHeE.

Heua <40 kg (Ha Bb3pacT > 3 Mecella)
[MpenopbunrenHata xo3a Ha AmokcHiKiIaR ES € 90 mg/6,4 mg/kg/aHeBHo, B iBe OTACIHH AO3H.

HsaMa KMTMHUYHHM JAHHH OTHOCHO NPWIOKEHHE HA AMOKCHKIIaB ES npu aeua Ha Bp3pacT noja 3
MeceLa.

brOpeuHo yBpexnane

He ce Hanara kopekuus Ha 103aTa IPH NALMEHTH ¢ kpeaTHHHHOB KIHpbHC (CrCl) no-ronam ot 30
m[/min.

l1pn nauMeHTH ¢ KpEaTUHMHOB KIUPBHC oA 30 ml/min, He ce npenopbuBa NPUAOKEHUE HA
AMokcuiias ES, ThH kaTo HAMA HAIMYHK NPENOPBKH 338 KOPUrHpaHe Ha f03aTa.

YepuoapobHo yBpexaaHe
Tpsabsa na ce no03Mpa BHUMATETHO K PEIOBHO J1a Ce NpociieiBa YepHOApoOHaTa QYHKIMSA (BXK. TOUKH
43 u4.4).

HauuH Ha NpUIoKeHHe
AMoKkcHKnaB ES € 3a nepopanHo MpUIokKeHUe.

JlekapcTBOTO TpAOBA Aa ce MpHeMa NO BpeMe Ha XpaHEHe, 3a Ja ce CBeIe 10 MHHUMYM Bb3MOXKHATA
CTOMALLIHO-YPEBHA HEMOHOCUMOCT. Clell [IPHEM Ha CYCIEH3UATA, NALUEHTHTE TPpAOBa Aa H3NHAT €IHa
yalla ¢ BOAA.

Pasknama ce, 3a ma ce pa3due npaxsT, 100aBs ce BOAa, KAKTO € YKa3aHO, oOpbIla Ce U ce pasKialla.
Pasknarere OyTUIKaTa npeau npueMaHe Ha BCAKa J03a.
3a yKa3aHHd OTHOCHO MPHIOTBAHETO Ha JEKAPCTBEHHUS NPOAYKT NpPeH NPHWIOKEHHE, BXK. TO4Ka 6.6,

4.3 IIpormaBomoKA3AHHNA

CBP'LX'{}/BCTBHTEJIHOCT KEM aKTHBHHTE BCUIECTRA, KBM HAKOH MEHHUWIMHOBH AHTUOHOTHLIM WKW KBbM
HAKOC OT NMOMOILLIHHTEC BCIUNCCTRA, HBGPOBHH B TO4Ka 6.1.

AHaMHe3a 3a TeXKa PeaKiiis Ha CBPbXUYBCTBHTETHOCT OT Obp3 THI (Hamp. aHahWnakcHa KbM JpYrH
Oera-naxramuu (Hanp. uedanocnopuH, kapdaneHeM HIH MOHOOAKTaM).




AHaMHe3a 34 JKKBJITCHALA WIH YepHOAPOOHO YBpEXXJaHe, aCOLMUPaHH ¢ aMOKCHLIWINH/KIIABYIaHOBA
KHcennHa (BX. Touka 4.8).

4.4 CoennanHmr npeynpexa¢HAS H NPEANAZHH MEePKH NpH ynoTpeba

[Ipeau 3anouBaHe Ha JeyeHHe ¢ aMOKCHHWIHH/KJIaBYJIaHOBA KMCe/IMHA TpAOBa a ce HanpasH
noaApo6Ha aHaMHe3a MO OTHOHIEHHE HA TIpeAMIIIHM PeaKLHU HA CBPBXYYBCTBHTEMHOCT KbM
NEHULWIWHY, LedanocnopiHy Wik Apyra 6eta-naktaMHu cpeacTBa (B, TOYKH 4.3 1 4.8).

Cepro3HH ¥ NOHAKOra QaTaaHy peakLMH Ha CRPBXYYBCTBUTEIHOCT (BKTIOUYMTETHO aHAQWIAKTOHWIHH H
TEXKKH KOXKHH HEXEJIaHU peakLiMM) ca ChO0IIaBaHU IPH MALMEeHTH, JICKYBaHH ¢ TTeHUUIMWIMHE. BE3MOXHO
€ ChILIO PEAKUHHTE Ha CBPBXUYBCTBUTEIHOCT Ja [Tporpecyupar a0 CHHApoM Ha Kounis — cepuosHa
alepruyHa peakiius, KoSTO MOXKe Aa A0BeAe 10 HHPAPKT Ha MHOKap/a (Bxk. Touka 4.8). [To-eeposaTHo ¢
TE€3H PCakliMH Aa Ce MOABAT INPK MNALMEHTH ¢ aHAMHE3a 33 CBPbXYYBCTBHUTETHOCT KbM NMEHHLIMIIUH WIH
NpH aTONH4HH JHua. [1pu nosBa Ha anepruyHa peakuus JCYCHHETO ¢ AaMOKCULIMIKH/KJIaBY1aHOBA
KMCENHHA TPAOBaA Aa ¢€ MPEYCTaHOBH M Aa C€ Ha3HA4YH MOAXOAA1la AITEPHATHBHA TEpaIlHs.

HMma cpobuieHus 3a EHTEPOKONUTEH CHHAPOM, NMPeAU3BUKAH OT npHeM Ha JekapcTBoto (drug induced
enterocolitis syndrome — DIES), rnasHo npu aeiia, npy KOHUTO Ce Mpuiara aMOKCHLMJTHH/KJ1aBy/1aHAT
(Bx. Touka 4.8). DIES e aneprudHa peakuus ¢ Bojelll CUMITOM MPOABDKUTENTHO NoBpbUlane (1 — 4
yaca cjiell IpHeM Ha JeKapcTBOTO) 6€3 aleprutHH KOXHU WIH PECTHPATOPHH CUMITTOMH.
JOITBITHUTENHH CHMIITOMM Morart Aa 6baar 601ka B KopeMa, qHapHs, XUIIOTOHHA HWIH JIEBKOLIUTO34a C
rHeyTpoduaua. MMa TeKKH CTyyan, BKIIOYUTETHO ¢ NMPOrpecHs A0 LOK.

B cimyya#, ue e 10ka3ano, Y€ HHPEKIUATA C€ ABHKH Ha 1YBCTBHUTEIEH(-H) KbM aMOKCHLWIHH
MUKpOOpraHH3bM(-H), Toraea Tpa6sa Ja ce NOMHUCIH 33 NPeMUHABAHE OT AMOKCHLIIIMH/K/IaBY/1aHOBA
KHUCEJIMHA KbM aMOKCHLIWIHMH B CHOTBETCTBHE ¢ OPULIMAIHHTE NIPETIOPHKH.

[Ipu naumeHTH ¢ HapyweHa 6bs6peyuHa QYHKLHA HIH MPH MalMEHTH, KOUTO MPHEMAT BUCOKH I03H
MOXK€e 18 Bb3HUKHAT r'bpuoOBe (BXK. TOuka 4.8).

AMOKCUIIWIHH/KIIaBYTAHOBA KHUCE/TMHA TpAOBa Aa ce u3barea, ako IMa CbMHEHHE 33 HH(PEKLHMO3HA
MOHOHYKJIe03a, Thi KaTo nosrara Ha MOpOIIHGOpMeH 0OPHB ce CBBP3Ba C TOBA CHCTOSHHUE CIEA
ynotpeda Ha aMOKCHLIHJTHH.

E,[IHGBPEMEHHH yncnpeﬁa Ha aJIOIYPHHOJ 110 BPCME Ha JICHCHHUC C AMOKCHIIHITHH MOXKE J1a YBCIIHYH
BCPOATHOCTTA OT ANICPruyHH KOXKHH PEAKIIHH.

[IpoawiokuTenHaTa ynotpeba MOxe NOHAKOTa Aa JOBeAe 0 CBPBXPAacTeX Ha HEUYBCTBUTEIHH
OpraHHU3MH.

[losBaTa Ha reHepaIM3HPaH €pUTEM B HAUATIOTO Ha JIEYEHHETO, MPUAPYIKEH OT BUCOKA TEMIIEPATYPA H
IyCTY/IM MOske Aa Obae CUMIITOM Ha OCTpa FreHepaliu3upaHa ek3aHTeMaTo3Ha nycryiosa (AGEP) (Bx.
Touka 4.8). Ta3n peakii¥s M3IMCKBa CrIMpaHe HA nMpreMa Ha AMOKCHKIIAB ES ¥ e npoTHBOnoKazaHue 3a
NOCJICABALIIO NPUIOKEHUE HA AMOKCULIHITHH.,

AMOKCHLIWIHH/KaJIBY/IAHOBa KHCEITHHA TpAOBa 1a ce Mpwiara BHUMAaTETHO MPH MalHEHTH ¢ JaHHU 32
yepHOOpoOHO yBpexaaHe (Bxk. Toukd 4.2, 4.3 u 4.8).




CpobiuaBa ce 3a YepHOAPOOHHK HapyLIEHHA [NIABHO NPH MBKE M NALMEHTH B CTapyecka Bb3pacT,
KOHTO MOTaT A3 Ca CBbP3aHH C NPOABJDKHTENHO jieueHHe. 33 TaKuBa CLOMTHA ce ChollliaBa MHOIO
PAAKO Y NpM JAelia. BbB BCUUKHM MOy aLMy MTPUIHALMTE ¥ CHMITTOMHTE O0OHKHOBEHO Ce TMOABABAT 10
BPEME HA KIH HEMOCPEICTBEHO ClIE CIIMPAHE Ha ICYEHHETO, HO B HAKOHM CITy4an MOXKe Ja He ce
M3ABAT 0O HAKOJIKO CEIMHLH Clie[l CHpaHe Ha JeYeHHeTo. Te 0OMKHOBEeHO ca obpaTHMH.
UepHoapoOHUTE HapyLIEHUS MOXKE 1A Ca TEXKKH U B M3KIHOUNTENHO PEAKH CITy4aH ce choOliaBa 3a
CMBPTHH ciTyuyan. Te rrouTv BHHArM ce HabmonasaT Npu NaLMeHTH ¢ TEXXKKH OCHOBHH 3a0019BaHug
IJTH €JHOBPEMEHEH MPHUEM Ha JICKapCTBa, 3a KOUTO € H3BECTHO, Y€ € Bb3MOKHO J1a B3IEHCTBAT Ha
yepHHA Apob (BXK. Touka 4.8).

[Tpu nouru BCUYKMU aHTHOAKTEpUATHH CPEACTBA, BIJIKOYHUTEIHO aMOKCHLIWIUH, ce ¢hoOaBa 3a
CBBP3aH ¢ NpHeMa Ha aHTHOHOTHLIM KOJIMT, BapUpall 10 TEXECT OT JIeK /10 )KUBOTO3acTpallapaill (BxK.
Touka 4.8). 3aToBa € BaxxHO Aa OBAe pa3no3HaTa AHarHo3ara Npy NauueHTH, NOJTYyYHIH JHAPHSA TI0
BpPEME HIY CNeJl ITPHUEM Ha KaKbBTO M Ja € aHTHOHOTHK. AKO ce€ NMOABM KOJIMT, CBhP3aH ¢ IpUeMa Ha
aHTHOHMOTHK, AMOKCHULIMIMH/KNABYTaHOBA KMCENTHHA TpabBa aa ce npeycTaHOBH He3abarHO, TpaOBa na
c¢ HafnpaBy KOHCYJITallug € fieKap 4 Ja ce 3afouHe noaxonsina repanus. [1py Tasu cuTyaiusa ca
NMPOTUBOIIOKA3aHM JIEKAPCTRA, 3a0aBqnly NEPUCTAITHKATA.

[1pn NpoAB/DKHTENHO JIEYEHHE C€ NPEenopbUuBa NEPHOANYHA OLIEHKA Ha BaXKHH (YHKIMH Ha
OpraHusMa, BKIouuTenHo Ordpeunara, sepHoapoOHaTa 1 XeMOMOETHYHATa QyHKLIHMA.

Paaxo ce cbofmiaBa 3a yabIKaBaHe Ha MPOTPOMOUHOBOTO BpEME NPH MAaLMEHTH, IpHeMallH
AMOKCHUIIWINH/KNaBYNaHOBa KucenuHa, TpabBa na ce npaBu NMoAXOAAILO MPOCIEAIABAHE, KOTATO €
Npeanucad eAHOBPEMEHEH IPHEM Ha AHTHKOArynauTd. Moxe aa e HeobxoauMMa KOpeKUHS Ha J03aTa
Ha NIePOpPATHHTE aHTHUKOATYJIAHTH, 32 Jla C€ TTOAAbPKA XKENAHUAT €eKT Ha MPOTHBOCHCHUPBaHE (BXK.
ToukH 4.5 n 4.8).

MHoro psako Mpu NalUeHTy ¢ HAMAJIEHO OTACIAHE HA YpHHA ce HabnioaaBa KpUcTanypus
(BmouMTenHO OCTpO 6B6peuHo yBpexIaHe), IMaBHO MPH NapeHTepanHa Tepanud. [Ipy npunoxexue
Ha BUCOKH J03H aMOKCHLIMIMH Ce NPEenopbyBa NOANbPIKAHE HA 33/IOBOJIMTEIEH NTPUEM HA TEYHOCTH H
OTHE/IAHE Ha YPUHA, 34 J1a C€ HAMAIH BEPOATHOCTTA OT KpucTanypHi. [IpH malyeHTH ¢ KaTeTsp B
MMKOYHHUA MEXYp TpsOBa fa ce NpaBu peIOBHA NPOBEPKA HA MpoXoaHMocTTa (Bx. Touka 4.8 v Touka

4.9).

ITo BpeMe Ha JIeYEHHE C aMOKCULIWIMH TpaOBa Aa ¢e H3NON3BaT €H3HMHH MIIOKO300KCHAA3HH METOAH
BCEKH ITBT, KOTaTO C€ NMpaBHu H3CJE€ABaHe 3a HAJIMYHE Ha [VII0OKO3a B YPUHATA, 3all0TO HEEH3UMHHTE
METOAM MOraT ja Aafat ¢anlluBO NOJOKHTCAHHA pe3y/ITaTH.

Hanuuuero Ha KnaBysaHoBa kucenrHa B AMokcuknaB ES Moxe aa npeau3Brka HecrieuupHYHO
cebp3BaHe Ha IgG 1 anbyMuH ¢ keTbuHHTe MEMOPAHH Ha EPHTPOLIMTUTE, KOETO BOAH J0 hasuIHBO
nosaoxureneH rect Ha Coombs.

HMMa cpo01IeHN 3a MONMOKUTENTHU PEe3YyATATH OT U3CTICABAHHATA MPH H3I0JI3BaHe Ha TecTa Bio-Rad
Laboratories Platelia Aspergillus EIA npu naumeHTH, NnpHeMaluiy aMOKCHLIMIHH/KNABYJIaHOBA
KHACEIMHA, 33 KOUTO BIIOCIEACTBHE € YCTAHOBEHO, Y€ HAMAT HHpeKUuUa ¢ Aspergillus. Crobniapa ce 3a
KPBbCTOCAHH PEAKLUMH ¢ He-Aspergillus nonvuzaxapuau ¥ nonudypaHo3m npu Tecta Bio-Rad
Laboratories Platelia Aspergillus EIA. ITopany ToBa, MOJOXHUTENHHTE PE3YATATH OT TECTOBETE TIPH
NaLlMeHTH, TIPHEMaLlld aMOKCHUWIMH/KJIaBYJIAHOBA KHCEJIHHA Tpa0Ba Aa Ce ThJKYBAT NPEANA3THEO U
1A c€ NMOTBBPAAT C APYTH AUATHOCTHYHH METOIH.




ToBa nexapcTBO ChABPKA MO-Manko ot 1 mmol HaTpui (23 mg) Ha AHEBHA MaKCHMaIHA 1034, T.€.
MOKE 714 C€ Kaxe, Y€ NPaKTHYECKH HE ChabpiKa HATPHIA,

B 5 ml cycnen3nsa ot ToBa nekapcTBo ce chabpxkar 0,017 mg 6eH3unos ankoxon (KOETo CHOTBETCTBA
Ha 1,5 g npax). bBeH3WIOBHAT aNKOX0N MOXKE 1a NpeAU3BHKA aleprudHH peakuuu. [losuineH puck,
nopafgd aKyMyJIMpaHe MpU MaJIKu Aeua (rnoa 3-roguiuHa pb3pact). ['onemute obeMu TpsabBa 1a ce
M3I0JI3BAT C IOBHIIEHO BHHMaHHE H CaMO aKo € HeoOX0auMO, 0COOEHO MPH JIKLA ¢ YEPHOAPOOHO WIN
Op0peuHo yepexaaHe, npH OpeMeHHH WIH KbpPMEILM eHH MOpaJdd PUCK OT HATPYNBaHe WIH
TOKCHYHOCT (MeTabonuTHa anuao3a).

B 5 ml cycnieH3ns oT TOBa NekapcTBO ce chAbpKaT no-Manko ot 0,004 mg ankoxon (eraHon) (xoeto
choTBETCTBA Ha 1,5 g nmpax). Toea konmuuecTBO B 5 ml OoT 1ekapCTBOTO € EKBHBAJIEHTHO HAa MO-MAJIKO
ot 1 ml 6upa win | ml BHHO.

MankoTo KOJIHYECTBO AIKOXO0J1 B TOBA JIEKAPCTBO HAMA Ja UMa 3abeiexxumu edexTH.

B 5 ml cycnen3ns ot ToBa ekapcTBo ce chabpAkaT no-manko ot 0,000017 mg cyndur (koeto
ChOTBETCTBA HA 1,5 mg npax). ToBa B peaKH cyyan MOXE Aa NMPHYUHK CEPHO3HH PEaKLIMM Ha
CBPBXYYBCTBHUTETHOCT H OPOHXOCTIA3EbM.

4.5 BiaeMoaeHcTBHE ¢ APYIH JIeKAPCTBERH NPOAYKTH H ApYrd GOpMHE HA B3aAMOAeHCTBHe

I lepopalHH aHTHKOAI'YJIAHTH

[TepopanHuTe aHTUKOAIYJIAHTH M MEHULIMANMHOBUTE AaHTUOMOTHLIM Ca IUPOKO U3MOI3BAHH B
npakTUKaTa, 6€3 cbodlleHUR 3a B3auMoAeHcTBUe. Bhnpeku TOBa B IUTEpATYpaTa UMA CITy4aH Ha
YBEJIIHYCHO MEXAYHAPOOHO HOpMann3dpaHo oTHoweHKE (INR) npu naumesTH, noaabspKaHH ¢
aUECHOKYMapOoa HWIH Bap(hapHH, HA KOHTO € NPeAINTHCaH Kypc ¢ aMOKCHLIWIMH, AKO € HeobxoauMo
€JHOBPEMEHHOTO NPUIICKEHHE, IPOTPOMOHHOBOTO BpEME WIH MEXIYHAPOAHOTO HOPMATU3HUPAHO
otHoiueHHue (INR) TpabBa na 6paaT BHUMaTenHo HabmonaBaHu NpH J00aBAHETO WIH OTHEMAHETO Ha
aMOKCHLMIHH. OCBEH TOBA MOXE J1a ¢a HEOOXOTHMH KOPEKLIMHM HA 103aTa Ha NMEepOpaTHUTE
AHTHKOAryJJaHTH (BX. TOUkd 4.4 1 4.8).

MeTtoTpekcar
[IeHUUMITHHATE MOXE Aa HAMAIAT OTACNAHETO HA METOTPEKCAT, KOETO 1a NPHYHHM €BEHTYATHO
yBeJIHYaBaHE HA TOKCHYHOCTTA.

IIpobeHe

EnHoBpeMeHHOTO NpHIOKeHUE Ha npobeHen ] He ce npenopbuBa. [IpobeHenna HaManaBa
ObOpeuHara TyOyJTHa cekpelns Ha aMOKCHMUMWIKH. EqHOBpeMeHHaTa ynorpeba Ha NpoOeHena MOXKe
Ja I0BeAe A0 NOBHILCHN KPEBHY HUBA HA aMOKCULIWIHMH.

Mukodenonar ModeTHn

[TIpn naumeHTH, Nnpuemaliy MukogeHonaT MogeTi, ¢ cbodnieHo 3a npubnusnrenHo 50% peaykuus
Ha NpeAao30BaTa KOHLUEHTpALHA Ha aKTUBHUA MeTaboauT MukoeHonoa KuceaHia (MDK) cnen
3anoYBaHE Ha MEPOPAICH AMOKCHLIMIIMH C KJ1aByJ1aHORA KHceluHa. [IpoMaHara B peago3oBara
KOHLICHTpalMa MOXE 1a HE OTpa3fiBa TOYHO NMPOMEHHTE B LidnocTHara ekenosunud Ha MOK. 3arosa
OOHKHOBEHO HE € HeoOXxOoauMa KOpeKUMs B J03aTa Ha MUKOo(deHonaT ModeTu, ako JIMIICBAT
KAHMHIYHU AaHHH 32 quchyHKUMA Ha npucagkara. HyxHo e obaue kimanuno HabGmoaeHue otdnnso
o BpeMe Ha eJHOBPEMEHHOTO NPHIOKEHHE H B KPATEK NIEPHOA clned AHTHOMOTHYHHSA KYpC.

4.6 @epTHIHTET, PEMEHBOCT H KbpMeEHe




bpeMeHHOCT
ExcnepumeHTanHuTe NpOoy4YBaHHA MPH )KHBOTHH HE NTOKA3BAT NPAKO WIH HEMNPAKO BpEAHO

BB3/ICACTBHE BbPXY OpeMEHHOCTTa, eMOPHOHANHOTO/(eTanHO pa3BHTHE, PAKAIHETO HITH
[IOCTHATATHOTO pa3BUTHE (BK. Touka 3.3). OrpaHUYeHUTE JAaHHH 33 ynoTpedaTa Ha
AMOKCHLIMNUH/K/aBYJIaHOBA KUCEIMHA [0 BpeMe Ha OpeMeHHOCT NpH XOpa He NMOKAa3BaT MOBHIUEH
PHCK OT BpoAeHH Mandopmauyn. B enHO Npoy4BaHe MpH XEHH ¢ NpeXASBPEMEHHA PYIITYpa HA
¢erannaTa memOpaHa ce crobilaBa, ye NPOPHIAKTUMHOTO ICUCHHE ¢ AMOKCHLIIMH/KIaBY/IaHOBA
KHCETHHA MOXKe 11a 6be CBBP3aHO € MOBHUIIEH PHCK OT HEKPOTH3HPAIL eHTEPOKONHT NpH
HOBOPOZECHHTE. YnoTpedaTa no Bpeme Ha SpemeHHOCT TpabBa fa ce w3bArBa, OCBEH aKO JICKAPAT He
CMATA, Y€ T4 € HATOXXHTETHA.

KbpMeHe
M nBere BelecTBa ce OTAEAT B KbpMaTa (HAMA JaHHU 33 Bb3AEHCTBHETO Ha K/IaBYJIaHOBATA

KHCe/IHHA BbPXY KbpMadero). CieqoBaTenHo NpH KbpMayueTo ¢a BL3MOXKHH JHApHA U MOMuHa
MHQEKUMA Ha JIMMABULIMTE, TAKA Y€ MOXKE Aa Ce HANOXKU KbpMeHeTO aa Obae npekpareHo. Tpadea aa
ce B3eMe MpeaBH] Bb3MOKHOCTTA 32 CeHCHOMIU3aLMa. AMOKCHLIMIAH/KNABY/IAHOBA KHCEIMHA TpAOBa
fla Ce H3M0N3BA MO BPEME Ha KEPMEHE CaMo clle]] OLIEHKA Ha CHLOTHOIUEHHETO MOT3a/PUCK OT CTpaHa
Ha JIEKYBALIUA JieKap.

4.7 Edjexrtn BbpXy cnmocofHOCTTA 32 ModHApaHE H palora ¢ MAINHAH

He ca npoBexaaHu npoy4BaHMs 3a €QEKTHTE BBPXY CocoOHOCTTA 3a wogupaHe H paboTa ¢ MaLIMHH.
He3apHCHMO OT TOBAa MOXK€ J1a Bb3HUKHAT HEXKENaHH peakLuH (Hanp. aieprudHl peakiiuy, 3aMasHoOCT
H I'bPYOBE), KOHTO MOraT a MOBJIHAAT Ha cIOCOOHOCTTA 3a wodunpaHe U paboTa ¢ MalIMHM (BXK.
Touka 4.8).

4.8 Hexenann JieKapcTBeHH peakuH
Haji-yecTrre HexenaHH nekapcrBeHu peakumu (HJIP) ca auapus, raneHe M noBpblliaHe.

HJIP, nony4eHH OT KIMHHYHHY U3TIHTBAHUA H NMOCTMaPKETHHIOBOTO HaOmoaeHue Ha AMokcuknas ES,
NMoApeACHH N0 CHCTEMO-OpraHHuTe KiacoBe HA MedDRA, ca u3bpoenn no-gony.

H3non3eaHa e cieaHaTa TEPMUHONOTHA 34 KiacH(pHLUpaHe Ha BE3HHKBAHETO Ha HEXEIaHU PeaKLUH.
MHoro yectu (21/10)

Yectu (21/100 no <1/10)

Heuectu (21/1000 oo <1/100)

Penxu (21/10 000 no <1/1000)

Muoro peaxu (<1/10 000)

C Hen3BecTHA 4eCTOTa (OT HAIMYHUTE JaHHH He MoxXke 1a Ob/e HanpaBeHa OLICHKA)

Hnadexnnn v HH(lJECTaIIH;I

KoxHo-nuraBuyHa kaHaua03a Yectn
CBpEBXpacTeX Ha HEYYBCTBHMTEIIHH OpraHH3MH C HeusBecTHa
4yeCcToTa

HapymiesHns Ha KPBBTA H JAMPHATA CACTEMA




ObpariMa 1eBKoneHUs {BKTIOUYHTENHO HEYTPOITEHHS )

Tpomﬁouu'[-m.leﬁm

O6parvMa arpaHyJIOUHTO3a C HeusBecTHa
YeCTOTA

XeMO/IUTUYHA aHeMHA

Y nbipkaBaHe Ha BpEMETO HA KbpPBEHE M NMPOTPOMOKHHOBOTO BpeMe! C HeusBecTHa
4eCTOTa

Corpaeuns HAPYIIEHHN:

CunapoM Ha Kounis C Hen3BecTHa
4ECTOTA

Hapymennst Ba AMyHHaTa cHeTema!!

1

AHIHOHEBPOTHYEH OTOK C Heu3BecTHa
YeCTOTA

AHapHAAKCHA C HeusBeCTHA
YECTOTA

CHHIpoM HanoaoOaBal cepyMmHaa Gonect C HeusBecTHA

i _ YeCcTOTa

AnepruyeH BacCKyJIHUT C Heun3BecTHa
4YeCTOTA

HapymeHnsi HA HEPBHATA CHCTEMA

3amMaiiBaHe HeuectH

I'naBoGonue Heuectn

Ob6paTHMa XHIIEPAKTHBHOCT C HemssecTHa
_ YECTOTA

spuose’ C Hen3BecTHA

HECTOTa

AcernTudeH MEHUHIHT C HeM3BeCcTHA
yecTOTa

Tuapus
Fanene’
ospemane
Hz_tpymem XpaHOCMHIIaHE _

C HeH3BecTHA
YecToTA

C HeH3BecCTHA
YeCcToTAa

OuBeTsBaHe Ha 3u0UTE’ C HeM3BECTHA
yecToTa

4eCToTa
OcTbp NAHKPEATHT
_ 4ecToTa _

Koawur, cBup3an ¢ antHbHoTHk?

YepeH ,,kocMaT™ e3uK




XEIIaTOfi-IIJ]II-apH[I HApPYIICHHS

[ToruineHus Ha AST wunu ALTS Heuectn
XenaTur’ C "HeHn3BecTHA
L 4yecToTa
X0ecTaTHYHA KEITEHHLIA' C Hen3BecTHA
4eCTOTa

HapyluieHHs HA KOXKATA B NOAKOKHATA ThKAR®

Koen oG -

[Ipypuryc Heuyectu
YprHkapus Heuectn
Epurema myntudopme Penxu
CungpoM Ha Stevens-Johnson C HeusBecTHa
. YEeCTOTA '
ToxcuuHa enuaepMania HEKpOTH3a C HeunsBecTHa
_ _ YECTOTA
bynoszeH ekchoMHaTUBEH AEPMATHT C HeusBecTHA
4EeCTOTA
OcTpa reHepann3dpaHa ex3aaTemaTo3sa mycrynosa (AGEP)! C HeH3BeCTHA
4yecToTa
JlexapcTBeHa peakiys ¢ €03uHODHINHA U cHcTeMHN cuMmnToMu (DRESS) | C HeusBecTHa .
4YEeCTOTa
JIuneapHa IgA Oonect C Heu3BeCTHA
_ 4YEeCTOTA
Hapymenss Ha 0u06penuTe B NHKOYHHTE DHTHILA
HuTtepcTHLHAlEH HeGpHT
. 4YeCTOTA
| Kpucramypus’ (BKIIOUHTEIHO OCTPo 6bOpeuHo yBpexaaHe)
4ecToTa

| Bxk. Touka 4.4

| 2 Bak. Touku 4.3 4 4.4
’ [ToABaTa Ha rajieHe € no-4e€CTO NMpPH NEPOPaieH IPHEM HA BHCOKH J03H. AKO Ce MOABAT peaKiyH
OT CTpaHa Ha CTOMALIHO-YPEBHUA TPAKT, TE MOTAT Aa c€ HamManaT ¢ npueM Ha AMokcuknas ES mo
BpEME HAa XPaHECHE,

* BKIFOUYMTEHO NCEBAOMEMOPAHO3EH KOJTHT H XEMOpariueH KOJIHT (BXK. Touka 4.4)

> MHOro psaaxo e cho0IaBaHo 3a NOBLPXHOCTHA POMSAHA B LiBeTa Ha 3u6HTe npu aeua. JoGpara
XHI'HEHA Ha YCTHATa KyXHHa MOxe Aa NpeIoTBpaTH MpoMAHATA B LIBETa HA 360HTE, Thil KAaTO Ta3mn
npoMaHa o6u4aiiHO MOXKe 1a Ce OTCTPaHM upe3 MHUEHE Ha 3b0HTe

® VYmMepeHo noeuarare Ha AST w/win ALT e ycTaHOBEHO NpM NaLMeHTH, JIeKyBaHH ¢ GeTa-
JAKTAMHH aHTHOHOTHULIM, HO 3HAYEHHETO Ha Te3U IPOMEHH HE € H3SCHEHO.

" TakvBa peakiMy Ca YCTAHOBEHH U CJIE/ IPUIOKEHHE Ha JAPYTH TIEHULMIMHHE K 1ehaloCIIOPHHH
(BXk. TO4Ka 4.4).

® AKO ce MOABM anepruveH JEpMaTHT, JeUEHHETO TPAOBA Ja ce MPeyCTAHOBH (BXK. TOUKa 4.4).

? Bak. Touka 4.9

Cnoliiapade Ha DONO3UPAHH HEXEIAHH pPeaKIIHH
CrolLuaBaHeTo Ha MOJO3IUPAHH HEXKETAHU PEaKLH Clie]] paspeluaBaHe Ha ynoTpefa Ha 1eKapcTBEHUA

NPOOYKT € BaXKHO. TOBa M03BOAABA A2 NPOB/LKH HAOMIOAEHHETO Ha ChOTHOILLEHHETO NOJ3%E T




NneKapcTBEeHUS MPOAYKT. OT MeJULIMHCKHUTE CTICLMANTMCTH Ce H3UCKBA J1a ChODI1aBaT BCAKA
OI03MpaHa HexXellaHa peakiiMs upe3 HaLMOHATHA CHCTeMa 34 ¢hobluasane ksM M3anenHuTE I HAaTA
areHLuA Mo JIeKapcTBara, yi. ,,Jlamas I'pyes”, Ne 8, 1303 Codmnsa, Ten.: +359 2 890 34 17, yebcaiir:
www.bda.bg.
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CHMNOTOMH H NIPU3HALM HA Npeao3HpaHe
Moxe na ce HabmoaapaT CTOMAILLIHO-YPEBHK CUMIITOMH H HAPYLLIABAHE HA €N1EKTPONMTHHA OanaHc U

bananca Ha TeuHocTH. HabmogaBaHa € KpUCTATypUs HA AMOKCHIIHIIMH, KOATO B HAKOH CITy4YaH BOJAH
no 6p06pedna HeaocTaTbUHOCT (BXK. ToUKa 4.4).

[1py nauperTH ¢ HapyeHa 60pevHa GYHKUMA WIH [PH NALHEHTH, KOUTO IMPUEMAT BUCOKH JO3H,
MOXe J1a Bb3HHKHAT I'bPUOBE.

Crobuara ce, 4¢ aMOKCHLMIHH C€ YTagBa B YPHHAPHHU KaTETPH, NPEAWMHO C/I€l HHTPABEHO3HO
MPWIOKEHUE Ha roneMu Ao3n. Tpsabsa na ce ripaBd peaoBHA NPOBEPKA Ha NMPOXOAHMOCTTA Ha
KaTeTpuTe (BX. Touka 4.4).

JleyeHHe Ha NIPENO3UpPaHE
CroMaliHo-YpeBHUTE CHMITTOMH MOraT aa ¢e JeKyBaT CUMITOMATHYHO, KaTo ce€ 00bpHE BHUMAaHHE Ha

BOAHO-EJIEKTPOANTHUA Danauc.

AMOKCHLIMIMH/K/1aBy TAHOBA KHCeIMHA MoraT Ja OBb1aT OTCTpaHEeHHU OT OpraHH3Ma 4pe3 XeMOAHATH3A.

5. ©®APMAKOJIOr'HYHH CBOHCTBA

S.1 @apMakoIHHAMAYHHA CBOHCTBA

dapmakoTepancBTHYHa rpyna: AHTHOAKTepHallHH CpeaACTBA 32 CUCTEMHA ynoTpeba; koMOMHALIMK Ha
NEHUUMIIHHOBH aHTHOMOTHIIM BKI1. OeTa-nakramMaszHi uuxubdburopu; ATC koa: JO1CRO2.

MeXxaHH3bM Ha OCHCTBUE
AMOKCHUILIWIHH € [TONYCHHTETUYEH NeHWUUNUH (OeTa-naKkraMeH aHTHOKWOTHK), KOUTO MOTHCKA €IHUH

WIM NMOBeYEe €H3UMM (4eCTO HAPpUYAHU NEHULWIHH-CBEP3BaLLY nMporerdHy, IICII) B GHocHHTETHUHMA
LT Ha MEeNTUAOITIHKAHA Ha DakTepuHTe, KOHTO € HHTEerpaieH CTPYKTYPEH KOMITOHEHT HA KJIeTh4YHA
cTeHa Ha Daxrepuute. MHXubKMpaHeTo Ha NENTHIOIIMKAHOBHA CHHTE3 BOAM A0 OTC/IabBaHe Ha
KIETHhYHATA CTeHAa, KOETO OOUKHOBEHO C€ CIeABa OT pa3aj M KleThb4Ha CMbT,

AMOKCHULIMK/IHH € YYBCTBHTEJICH KBEM pasrpaxaaHe oT OeTa-naKkraMasure, npoAyuHpaHH oT
pe3UCTeHTHHTE OaKTepHH, MOpaH KOETO, CIIEKTHPBT MY Ha ACHCTBHE HE BKITIOYBA MHKPOOPIraHUIMH,
KOMTO MPOM3BENKAAT TE3H €H3NMH.

Knasynanosara kucenHa e Oera-1akraM, CTPYKTYPHO CBBP3aH ¢ NEHULUMWIHENTE. T4 HHAKTHBHpA
HAKOH OeTa-naKTaMa3HH €H3UMH M 3all[MTaBa aMOKCHLIWINH OT MHaKTuBUpaHe. KnasynaHoeata

KHCEIMHA CAMOCTOATESIHO He OKa3Ba KIIMHHYHO NOJe3eH aHTHOakTepHaneH edekr.

QapMaKOKHHETHYHA/PapMaKOJHHAMWYHA BPb3Ka




Bpemero Han MuHHMAaiHaTa UHXHOHpaia koHueHTpauus (T>MIC) ce cunTa 3a OCHOBEH (pakrop,
ornpejensi epHMKaCHOCTTA IPU AMOKCULIWIHH.

MexaHU3MH Ha PE3UCTEHTHOCT

JBaTa OCHOBHH MEXaHHM3MH HA PE3UCTEHTHOCT KbM AMOKCHIUTHH/KJIaBY/1aHOBA KHCEIMHA CAa:

e HuakrusupaHe OT Te3d ODakTepHanHy OeTa-1aKTaMa3d, KOUTO CAMH HE C& HHXMOHMpaT oT
KJIaBYJIaHOBa KUCENMHA, BKtouHTeHO M knac B, C u D.

e [Ipomsana Ha IICII, koeTo HamanaBa apyHHATETA HA aHTHOAKTEpPUAIHUA areHT KbM MHIIEHATA.

HenpoxuuaeMocTtra Ha HakrepuuTe WM eQUIyKC NOMNa MEXaHM3MHKTE MOTaT Ja NPHYHUHAT WIH A4
IOTNpHHECAT 3a DaKTepHanHa pe3HCTEHTHOCT, ocobero npu ['pam-orpuiiarenHuTe GaKTepHH.

I ' paHWYHHK CTOHHOCTHU
I'pannunuTe croitHocTy Ha MIC 3a amokcHUMnMH/KIaBy1aHOBA KMCENTHHA ca Te3M Ha Epponeiickns
KOMHTET 3a OnpeacnsHe Ha aHTUMUKpoOHaTa yyBcTBUTeNTHOCT (EUCAST)

OpraHussm I paHUYHM CTOMHOCTH HA YyBCTBUTETHOCT (ug/ml)

_ e e
1-2

Haemophilus influenzae

Moraxella catarrhalis!

Staphylococcus aureus

Streptococcus A, B, C, G*

Streptococcus pneumoniae

1 IlocouenuTe CTOHHOCTH ¢a 32 KOHUEHTPAUMH HA AaMOKCHIIMIIMH. 3a H3CIEIBAHETO Ha
JyBCTBHTETHOCTTA, KOHLICHTPALHATA HA KJIaBY/IAHOBA KHUCEIHHA € dukcupaHa Ha 2 mg/l.

2 IlocoueHHUTE CTOWHOCTH €4 3a KOHLUCHTPALMH Ha OKCALIIHH.

3 'paanuHuTE CTOAHOCTH B TabnMiaTa ca Ha 0a3a Ha rpaHUYHHTE CTOMHOCTH Ha aMITULIMJIUH.

4 ['panHyHHMTE CTOMHOCTH B TaOnuIlaTa ca Ha ©a3a HA rPaHUYHKMTE CTOMHOCTH Ha OeHIWINEHULIWTHH.,

PasnpocTpaHeHHETO Ha Pe3UCTEHTHOCTTA MOXKE Ja BapHpa reorpa@ckH U BbB BPEMETO M 38 u3GpaHu
BH/IOBE H € JKEJIaTEITHO Aa MMa MEeCTHa HH(POPMALIMA 33 PEe3UCTEHTHOCTTA, OCODEHO MpH JieYeHHe Ha
TexKU HH$pekunu. [Ipn HeoOxoaumocT TpabBa fa ce MOTHPCH CHBET OT EKCNEPT, KOTaTO MECTHUTE
JAaHHH 33 PE3HCTCHTHOCTTA Ca TaKHBA, Y€ U3IOJ3BAHETO HA aHTUMMKPOOHHS areHT NpH HAKOH
MHQEKIMH € CIIOPHO.,

OO0HKHOBEHO YYBCTBHTE/IHHA BHIOBE
[ paM-nONOXHUTETHHN a€pOOH
Staphylococcus aureus (METULIIHH-YYBCTBUTENEH )£
Streptococcus pneumoniae’

Streptococcus pyogenes W Apyru 0€Ta-XeMOJIMTHYHM CTPEITTOKOKH

[ pamM-oTpULATENHH acpobu
Haemophilus influenzae®
Moraxella catarrhalis




Braose, 3a KOHTO NPHAOOGETATA Pe3NCTEBTHOCT MOXe Aa 6nae npobaemna

[ pam-OoTpHLIATETHH aepobu
Klebsiella pneumoniae

Pe3ncTeHTHH MEKPOOPTraHA3IMH
["'pam-oTpuuaTenHy acpobu
Legionella pneumophila

I'H MUKPOOPTraHU3MH
Chlamydophila pneumoniae |
Chlamydophila psittaci
Coxiella burnetti
Mycoplasma pneumoniae

£ BCHYKH METHLMITHH-PE3UCTEHTHH CTAQWIOKOKH €a Pe3HCTEHTHH KbM aMOKCHIIWIHH/KJ1aBYJ1aHOBA
KHUCENIHHa |
' Tasu popMa Ha AMOKCHLIMTHH/K/1aBYJIaHOBA KHCETHHA € NOAXOAALIA 34 IEYEHHE Ha Streplococcus

| pneumoniae, KOMTO ca PE3UCTEHTHH KbM TICHHLIHIHH CaMo 38 0X00peHHTe MoKaszaHus (Bx. Touka 4.1).

| 2 CrobaBa ce 3a maMoBe ¢ HaMaJIeHa YYBCTBHUTEIHOCT B HaKkou cTpaH Ha EC, ¢ uectora mo-BHcoka

or 10%.

5.2 DapMaKOKHHCTHYHH CBOHCTBA

Pe3opOLis
AMOKCHIIWJTHH U KJ1aByJ1aHOBa KMCE/IMHA HAITBJIHO C€ JUCOLMUPAT BBB BOJAEH Pa3TBOP NMpPH

¢u3nonornyuo pH. M apere KoMoHeHTH 6Bbp30 H a00pe ce pesopOupaT nNpH repopaiHO
npunoxenne. Cnea nepopasieH npueM OHOHATHYHOCTTA HA aMOKCHMLIWIIMH M KJIaBY/1aHOBA KHCETHHA €
okosio 70%. IInasmenure npodunn Ha ABaTa KOMNOHEHTA ¢a MOJAOOHH U BpEMETO A0 MAaKCHMaJTHA
Iu1asMeHa KOHUeHTpalua (Tmax) BBB BCeKU CiTydali € OKOMO €UH Yac.

Cpeanure (+ SD) ¢papMaKkOKMHETHYHH MapaMeTpPH ¢a JafeHH T0-J0Jy 32 aMOKCHIMIMH/K/IaBYJIAHOBA
KHCEIUHA, nMpuiarady npu 45 mg/3,2 mg/kg Ha BcekH 12 yaca npu negHaTpHYHH MALMEHTH.

| Cpennu (= SD) Q);ph;aKO-KH_HETl-{‘IH-H napame'rpt.i
[TpunoxeHo(-1) axTHBHO(-H) Cmax | Tmax* AUC (0- T1/2
| BetiecTBO(-3) 24h)
(pg/ml) (h) | (pgh/ml)

59,8 1,4
+ 20,0 + 0,35

AMOKCHUWIHH

AMOKCHLIWIHH/KNABY/IAHOBA KHCEIHHA B 15,7
no3a 45 mg/kg AMX u 3,2 mg/kg CA Ha + 7,7
BCcekH 12 gaca

2,0
( 1 #0'4:0)

KnaByJaHOBa KHMCE/JIHHA

1,1
(1 :0'410)

aMOKCHLIMJIMH/KJIABYJIAaHORA KHCEJIMHA B
no3a 45 mg/kg AMX u 3,2 mg/kg CA Ha
BCEeKM 12 yaca




AMX - amokcuuunus, CA — KnaBy/laHOBA KUCENHHA
* Meauana (o6xBar)

CEP}’MHHTﬁ KOHLUCHTpAallMM Ha aMOKCHIIM/IMH H KNaBYJ/IAHOBA KHCC/TMHA NMOCTHI'HATH €
HMOKCHHHJIHH/KJIRBYJI&HOBE KHCeJIMHA ca MoaoOHH Ha TC3H, MMOJIYUCHH IPH CaMOCTOATETHO
NCpopanHoO NPpHAOXKCHHUEC Ha CKBHBA/ICHTHH J03H aMOKCHIIMWINH 4 KIIaBYJIAHOBA KHCCJIMHA.

PasnpeneneHue

Oxono 25% ot ob1iaTa niazMeHa KiaByjiaHoBa KuceauHa ¥ 18% ot obinus mia3sMeH aMOKCHIIMIIHH ca
CBBP3aHH ¢ NMpoTenHu. [IpuBuanusaT 0beM Ha pasnpeneneHue € okono 0,3-0,4 kg 3a aMOKCULIMITHH H
okosio 0,2 ’kg 3a xnapyiaHOBa KHCeIHHA.

Cnen MHTPaBEHO3HO NPHIOKEHHE, AMOKCHLIWIHH H KJIaBYJIAHOBA KHCE/THHA C€ OTKPUBAT B HThUHHA
MEXYp, KOPEMHATa ThKaH, KOXKaTa, Ma3HHHUTE, ThKaHH, MYCKYJ/IHaTa ThbKaH, CHHOBHA/THATA H
MEPHTOHEATHATA TEYHOCT, XKTBYHHA CEKPET M THOMTa. AMOKCHLIIIHH HE Ce pa3npocTpaHaABa
JOCTATHLUHO B rpbOHAYHOMO3BYHATA TEYHOCT.

OT Npoy4YBaHHATA NMPH KUBOTHH HE CHIIECCTBYBAT JOKA3ATE/CTBA 3a 3HAYHTENHO ThKAHHO 3aTbp)KaHe
Ha BEIIECTBA, NOMYYEHH OT JIEKAPCTBOTO, 38 BCEKH OT KOMIIOHEHTHTE. AMOKCHLIMIIHH, KaTO ITOBEYETO
MEeHHLWIMHH, MOXKE 1a ObAe OTKPUT B KbpMaTa. (el OT KNaBy/laHOBa KMCENIMHA MOraT Aa 6bpart
OTKPHUTH B KbpMaTa (BXX. TOUka 4.6).

JIoKa3aHo €, Ye H aMOKCHLIMJIMH, U K1aBYJIaHOBA KHCE/IHHA NIPeMUHABAT ILU1alieHTapHaTa 6apHepa (BixK.
TO4Ka 4.6).

buoTrpaHchopm

AMOKCHLIMIMH YACTHYHO C€ OTAC/IA B YPHHATA KATO HEAKTUBHA NEHULIWIHHOBA KHCE/IMHA B
KOJIMYECTBA, EKBMBANCHTHU HA 10 10 g0 25% oT mepBOHayanHaTa n03a. KnapyiaHoBaTa KHCEIHHA Ce
METa00IH3Upa eKCTEH3UBHO NPHU YOBEKA H CE€ ETMMUHMPA C YPHHATA H (peKaJIuHTe M KaTo BhIJIEPOIeH
OUOKCHUI B H3JMLIAHHKA BB3AYX.

EauMuHUpaHe
OCHOBHHUAT BT HA ETUMHHUPAHE HAa AMOKCHIIWIKH € npe3 6L0peliure, 8 HA KIABYJIaHOBATA KHCEIHHA

e KaKTo 4ype3 6p0peunn, Taka U upe3 HeOBLOpeUYHH MEXaHU3MHU.

AMOKCHIIM/IMH/KJIABYJIAHOBA KMCETHHA MMa CpedeH eNIMMHHALIMOHEH MTOJTYKHBOT OT OKOJIO €IHH 4ac
U cpeAcH oo KiHpbHE okono 25 /h npu 3apasu unaueuaM. [Ipubnusurenno 60 no 70% or
aMOKCHUWIHH K npHOau3nuTenHo 40 1o 65% oT kiaBynaHOBa KUCEIHHA C€ EKCKPETHPAT HENPOMEHEHH
B YPHHATa npe3 [repBuTe 6 yaca Clel €AHOKPAaTHO NpHIaraHe Ha aMOKCHLUWITMH/KJ1aBYJIaHOBA
kuceanHa tabnerky 250 mg/125 mg wnn 500 mg/125 mg. Pasnuunm H3acneqBaHua couar, de
OTAENAHETO Ha YpHHaTa € 50-85% 3a aMOKCHLIUIIHH M Mexay 27 u 60% 3a knaByjlaHOBa KMCEJIMHa 3a
nepuoA ot 24 yaca. 3a K1aByJIaHOBATa KUCEIMHA, HAH-TOJIAMOTO KOJTHYMECTBO HA JIEKAPCTBOTO CE
OTAeNA Mpe3 MbPBUTE 2 Yaca ciel IpUEMa.

EaHoBpeMeHHOTO NpHIIOXkKEeHHE Ha npoOcHenA 3abaBs OTACNAHETO Ha AaMOKCHLIMIIMH, HO He 3a0aBs
ObOpeuHaTa eKCkpelMsa Ha KiapylaHOBaTa KMCelIMHa (BXK. Touka 4.5).

Brn3pact
EnyMUHALMOHHMAT MOTY>KMBOT Ha aMOKCHIIWIMH € CXOJICH MPH Jielia Ha Bb3pacT OT OKOJIO 3 Meceua




HOBOpOZAEHH) Mpe3 TbpBaTa CEAMHIIA OT XKHBOTA HHTEPBAIBLT HA NpHAarane He TpAOGBa Ja HaJBHILABA
npuiarade ABa ITbTH AHEBHO, NOpaAM He3paocT Ha Ob0OpedHns NbT Ha elTHMHHMpaHe. Toit KaTo HMa
MO-rojisMa BepOSTHOCT MallMEHTHTe B CTAPYECKa BB3PACT Ja MMAT HaMayeHa O0x0peuna QyHkum,
TpAGBa Aa ce BHUMAaBa OpH U300pa Ha J03a U MOoxXe Aa ObAe nonesHo Aa ce cnean 6uOpeunara

QYHKILHA.

[lon

Cnea nepopalHO NPHIOKEHHE HA aMOKCHLIMIIMH/KIIABYJIAHOBA KHCEJIHHA IIPH 31PaBH MBbXXE M KEHH,
NOJBT HAMA 3HAYUTE/IHO BBE3ACHCTBHE BhpXY PapMaKOKHHETHKATAa HA aMOKCHLIMIIMH M KJ1aBYJIaHOBa
KHCE/IHHA.

brbpeuHo yBpexkaaHe

OOIIMAT CEpYMEH KIIMPBHC Ha aMOKCHLIWITHH/KIABYIAHOBA KMCE/IMHA HAMAJIABA NMPOTIOPLIHOHANHO ¢
HamansaBaHeTo Ha Obp6peunara pyskuna. HamangBaseTo Ha KIMPBHCA HA JIEKAPCTBOTO € MO-H3pa3eH
NpH aMOKCHUWIHH, OTKOJIKOTO MpPH KAaBYJIAHOBA KHCEHHA, Tk KATO MO-TO/IIMA YacT OT
aMOKCHLIIIMH Ce oTaens upe3 0urOpeuure. CnegopatesiHo 103uTe NpH 6B0peuHo yepexkaane Tpadpa
Jla OpeAOTBpaTABAT NMPEKATEHOTO HATPYIIBAHE HA aMOKCHLIWINH, KATO €AHOBPEMEHHO ¢€¢ MOAAbPXAT
aZleKBATHU HUBA Ha KJIaBYJIAaHOBa KHCeJIMHA (BXK. TO4Ka 4.2).

YepHoapobHo yBpexKaaHE
Jo3¥Te NMpU NAUKUEHTH ¢ YepHOAPOOHO yBpexaaHe TpadBa aa ce onpenenaT BHUMATENHO U
yepHOoApoOHaTa pyHKLMA TPAORA [1a ce poCneasBa peJOBHO.
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HerxIMHHYHWTE JAHHHK HE MOKa3BaT 0cO0eH PHCK 3a X0p4aTa Ha 0a3a Ha KOHBEHIIHOHAJTHHTE
(lJHpM&KDJ]UFH‘IHH H3IIMTBAHHA 3a 6630HECHOCT, FrCHOTOKCHYHOCT H PCTIPOAYKTHBHA TOKCHYHOCT.

HpﬂquRHHHTa 34 TOKCHYHOCTTA CJICA MHOT'OKPAaTHO IIPHNOXCHUC, ITPOBCACHH ITPH Ky4yeTa C
AMOKCHLIHJIMH/ KidBYyJ/laHOBa KHCECJ/IHHa ITOKA3BaT ApA3HCHC Ha CTOMaxa H NNOBpPbILAHE, H ITpOMAHA B
[IBETA Ha €3HKA.

He ca nposexgaHi Mpoy4BaHHUs 32 KAaHLEPOTeHHOCT ¢ AMOKCHKUTIaR ES win oTaenHuTe My
KOMIOHEHTH.

6. OAPMAILIEBTUYHH JAHHU

6.1 CnuchbK HA DOMOINHATE BEECTBA

JInMOHEeHa KHCeNMnHA

Hatpues umrpar

MuUKpOKpUCTANHA LIETYJI03a

Kapmenosa HaTpui

KcantanoBa ryma

CunuuueB AUOKCUA, KOMOUAeH 6€3B0AcH

CwinuuyeB JHOKCH

ApoMaT Ha ManHHa {ChabpKall H3KYCTBEH apOMAT, LapEBUYEH MATOACKCTPHH, MPONWIESHITHKOJI,
FIIHLEpWI TPHaLleTaT, OEH3WNIO0B aIKOXOJ, €TaHOJ H HATPHil)




ApoMat Ha nopTokaln (CbAbPXKalll ECTECTBEH M U3KYCTBEH apOMaT, LAPEBHYCH MaAITOJEKCTPHH,
LIAPEBUYHO HHUIIIECTE, HATPUH U CYNI(DHUT)

ApoMar Ha KapaMmen (CbABbp2Kalll H3KYCTBEH apoOMaT, LIAPEBHYEH MANTOAEKCTPHH, TPHETHT aLIeTAT,
€TaHON U HATPHIA)

3axapuH HaTpui (E954)

6.2 HecbBMeCTHMOCTH
HenpunoxuMo
6.3 Cpok Ha roaaocr

Cyx npax: 2 roguHH

PastBopeHa cycneH3ua: 10 gHu

PasTeropenara cycnensus Tpabsa ga ce cexpanapa B xnaguiaHuk (2°C - 8 °C) u ga ce U3non3ea B
paMKHTE Ha 10 aHu.

6.4 ChnenmajEn yCJIOBAA HA CbXPAHEHHE

Ha ce chxpansapa noa 25°C. Jla ce cbxpaHsABa B OpUrMHAIHATA OMAKOBKA, 34 [a ¢e NpeArnasH oT Biara.
3a yCNOBHATA HA ChXPAaHEHHE Cliell MPUIoTBAHE HA NeKapCTBeHHA NPOAYKT, BXK. ToukKa 6.3,

6.5 Buancpabpkanue HA ONAKOBKATA

bytunku ot kadaso crexio (Tum I1I) ot 100 v 180 ml, 3aTBOpEHH ¢ Kanauka OT NOJUNPOITIIIEH Ha
BHHT M 3alie4aTpaila MeMOpaHa WM ChC 3alliMTeHa Cpellly OTBapsHe OT JeLa Kanauka OT
MOJIANPONWICH/TIOJIMETHIIEH ChC 3ancyaTeauia MeMOpaHa H ONaKkOBaHH C MEPUTEITHA CIIPHHLIOBKA C
MONMITPONMHICHOBO TAJO, NOJHETWIEHOBO OyTano U Kanaye. Obuuar obem Ha MepuTeHaTa
crprHUOBKa € o1 0,5 70 5 ml. Beako oTneuarano geneHre B yepHo nokassa 0,1 mi.

1 6yriika ot 17,7 g npax (3a npurorssHe Ha 50 ml cycnensus)
I 6yTinka ot 33,8 g npax (3a npuroresaHe Ha 100 ml cycneHsus)

He BcHYKM BUIOBE ONAaKOBKU MOraT aa 0baaT mycHaTH B npoaaxoba.
6.6 CrpenHaJHH NPeANAIHH MEePKH NPH HIXBLPJaSHE U pabora

IIpenu ynorpeba npoBepete Aanu YILTETHEHUETO HA Kanadkara € 3paBo. Paskiarere OyTunkara, 3a
Ja pa3ouere npaxa. JJobarsere npubnuzurenHo 2/3 or obmoTo KOIMUECTBO BOJA 3a pa3TBapaHe (BXK.
Tabnuuara no-nonay) u paskiarere 1o6pe, 3a Aa pa3TBopHTe npaxa. Jlobapere ocraHanara 4acT oT
BOAATa U OTHORO paskjarere aobpe.

Jpyr HauHH Ha pa3TBapsHe: Paskiarere OyTHikaTa, 32 na pasOuere npaxa. HambnHere 6yTunkara ¢
BOAa TOYHO NOJ MapKHPOBKATa Ha eTHKeTa Ha OyTHIKaTa. 3aTBOpeTe Kanaykara, o0bspHere OyTHiIKaTa
H pasiuiatere Aodpe. Cnen Toea Aobasere Boga KbM OYTWIKATa TOYHO A0 MAPKUPOBKATA. 3aTBOPETE
OTHOBO Kana4dkara, o0bpHeTe OYTHIKATa U pa3KiaTeTe Ao0pe.

Cnen npuroTBsHE NCKapCTBEHUAT NPOAYKT € NMoUuTH 0sAna A0 OAeA0KbITa, XOMOT€HHA CYCIIEH3HKS.

KonnuecTBo Ha ObemM Bona, koitto pa ce | Kpaex obem
aAKTHBHOTO BELIECTBO npubapH npu
B J030BA €AHHHUIIA MPHUrOTBAHE Ha

Bua Ha onakoBKara




| 6yrunka ot 17,7 g nnpax (3a 600 mg/42,9 mg/5 mi
npuroresHe Ha S0 mi
CYCTICHIHA

Paskiarere OyTunkara 106pe npeau nmpyueM Ha BCAKa J03a.

HeHn3noa3BaHuAT JIeKapcTBEH NPOAYKT WIH OTNAABYHUTE MATEPHAIIH OT HEro TpAOBa a ¢e H3XBBPIAT

B CBOTBCTCTBHEC C MCCTHHTC H3UCKBAaHHA.

cycnen3uaTa (ml)

46

7. IIPHTEXKATEJI HA PAZPENIEHHETO 3A YIIOTPEBA

Sandoz d.d.
Verovikova 57,
1000 Ljubljana
CnoBeHus

8. HOMEP(A) HA PA3ZPEINEHMETO 3A YIIOTPEBA

Per. No 20210064

[epopaiHa
CYCIICH3UA
ml

50

9. JATA HA ITBPBO PA3PENIABAHE/TIOAHOBABAHE HA PAJPEHIEHUETO 3A

YIIOTPEBA

Harta Ha mepBO pa3peluasane: 08.03.2021
JlaTa Ha nocneaHo NOAHOBABAHE:!

10. JATA HA AKTYAJIMIUPAHE HA TEKCTA

05/2025

1 6yTrnka ot 33,8 g npax (3a 600 mg/42.9 mg/5 ml 88
npuroteside Ha 100 ml l
CyCIIeH3UA




